Keywords Neoadjuvant treatment Á Rectal carcinoma Á Complete response to chemoradiation therapy Á Conservative treatment of rectal carcinoma Á Evaluation of neoadjuvant treatment Radical surgery has been considered, in the past century, the unique and more effective therapeutic option for locally advanced rectal adenocarcinoma. Standardization of surgical technique [1] has reduced the local recurrence rates to one digit percentages, and the addition of radiation therapy treatments combined with less toxic chemotherapy regimens either pre-or post-operatively has significantly improved the short-and long-term outcomes of these patients. The systematic use of neoadjuvant therapy has led to the common observation that at least 20-30 % of patients (depending on the CHT regimen used and the timing of surgery) are completely free of tumor (CR: ypT0ypN0) in the resected specimens [2, 3] .
Radical surgery has been considered, in the past century, the unique and more effective therapeutic option for locally advanced rectal adenocarcinoma. Standardization of surgical technique [1] has reduced the local recurrence rates to one digit percentages, and the addition of radiation therapy treatments combined with less toxic chemotherapy regimens either pre-or post-operatively has significantly improved the short-and long-term outcomes of these patients. The systematic use of neoadjuvant therapy has led to the common observation that at least 20-30 % of patients (depending on the CHT regimen used and the timing of surgery) are completely free of tumor (CR: ypT0ypN0) in the resected specimens [2, 3] .
Despite these encouraging results, we continue to operate on these patients with a low-mortality rate but with a significant percentage of functional sequelae (low anterior resection syndrome, leaks, stenosis, sexual and urinary problems, need for a diverting stoma). These complications occur more frequently than usually reported in the surgical literature, especially when the postoperative evaluation is performed by a Registered Nurse or a surgeon not involved with the operation [4] .
If we all agree that small T1 lesions without particularly aggressive features can be safely treated by wide local excision (either transanal or better via TEM, Transanal Endoscopic Microsurgery) [5] why should we modify our thinking and treat the patients who have reached a complete response after the preoperative treatment in a different way?
Pioneristic work [6] has demonstrated that in patients who respond to the neoadjuvant treatment, a policy of intense observation without surgery is possible and not followed by an increase in cancer related mortality. The main difficulty in accepting this ''obvious'' policy, by the surgical community, has been that, so far, no test has shown to be 100 % accurate in identifying a complete response to the preoperative treatment, thus in discriminating which patient to observe from which patient to operate [7] .
Another important issue that has recently emerged is that the arbitrarily chosen 6-week waiting period (after the completion of the neoadjuvant treatment and the operation), if prolonged up to 8 or 12 weeks brings a consistent increase in the percentage of complete responders up to 30 % and above [8] . This observation can be explained by the prolonged effect of the radiation therapy subministered to the tumor bed.
At our institution we have developed a prospective observational protocol, IRB approved, for patients with locally advanced non-metastatic extraperitoneal rectal adenocarcinomas consisting of re-evaluation at 6 weeks after the end of ERT and then at 12 weeks for patients showing an initial significant clinical response at the first evaluation. In our protocol, the patients are studied with a baseline CT scan, MRI, PET, and EUS and then re-evaluated by proctoscopy and PE at 6 weeks after the completion of the ERT and CHT neoadjuvant treatments. If they have had a poor response, they go to immediate radical surgery. If the response has been significant, the patients wait six more weeks, at which time the MRI, EUS, and PET scans are repeated and compared. Before surgery, a proctoscopy with tattooing of the area is performed, and endoscopic biopsies are done. Complete responders by radiological, clinical, and endoscopic criteria undergo a full-thickness excision performed via TEM. If no cancer cells are seen on the TEM specimen, the patient is allocated to the observation arm, whereas if cancer is still present, the patient undergoes radical anterior resection with a protective stoma. In both cases, the patient is then referred to the medical oncologist to complete the scheduled chemotherapy regimen.
The case open for discussion remains when there is a significant but not complete response (ypT1) on the TEM specimen: should we include to the conservative treatment arm these patients too? It is possible that simply by extending the observation period after the completion of treatment to 18 rather than 12 weeks will increase the percentage of complete responders?
As surgical oncologists we should feel compelled to answer these questions by entering eligible patients in this type of prospective studies because our feeling is that the surgical treatment of rectal carcinoma can be tailored to the single patient with much less extensive procedures and far less morbidity. Furthermore, in a period of cost containment, such as the one we are witnessing currently, a transanal procedure rather than a transabdominal procedure carries a much lower economic burden for the society and a faster recovery for the patient.
